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DETAILED ACTION 

Specification 

The lengthy specification has not been checked to the extent necessary to 
determine the presence of all possible minor errors. Applicant's cooperation is 
requested in correcting any errors of which applicant may become aware in the 
specification. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 22 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 

for failing to particularly point out and distinctly claim the subject matter which applicant 

regards as the invention. Claim 22 is poorly worded, making it difficult to understand 

the scope of the claim. Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 20, 21 and 22 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Brown (US 6168616). 
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Regarding Claim 1, Brown teaches an apparatus for positioning an annular 
implant (50) about the perimeter of an anatomic orifice, comprising: a first shaft (90) 
having proximal and distal ends; a second shaft (20) having proximal and distal ends 
and being slidably received within said first shaft (Column 2, proximate lines 61-67), a 
plurality of arms (120), each of said arms having a distal end deflectably mounted to 
said distal end (10) of said second shaft; at least one deflection device (170) configured 
to deflect a proximal end of each of said plurality of arms away from said second shaft 
when relative movement between said first and second shaft is effected (fig. 4); a 
device to do at least one of, holding an annular implant (50) to said proximal ends of 
said arm; or adjust an annular implant for adjusting the circumference of said annular 
implant. 

Regarding Claims 20 and 21 , Brown teaches the apparatus of claim 1 , wherein 
second shaft (20) comprises a central lumen (it is noted that second shaft 20 is defined 
as a tube, which inherently has a central lumen), extending from a location distal to said 
distal end of said first shaft (fig. 1) to a location proximal to said proximal end of said 
first shaft (Column 1, proximal lines 30-40) 

Regarding Claim 22, Brown teaches the apparatus of claim 1 , wherein the device 
to do at least one of holding an annular implant (50) to said proximal ends of said arms 
(120) or adjust an annular implant for adjusting a circumference of said annular implant 
(Column 2, proximate lines 61-67), includes a separate holding (40) device and a 
separate adjustment device (90). 
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Claims 1, 15, 16 and 22 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Marin et al. (US 5443477). 

Regarding Claim 1 , Marin teaches an apparatus for positioning an annular 
implant (48) about the perimeter of an anatomic orifice, comprising: a first shaft (62) 
having proximal and distal ends; a second shaft (80) having proximal and distal ends 
and being slidably received within said first shaft (Column 5, proximate lines 47-65), a 
plurality of arms (82), each of said arms having a distal end deflectably mounted to said 
distal end of said second shaft (80) see fig. 5; at least one deflection device (84) 
configured to deflect a proximal end of each of said plurality of arms away from said 
second shaft when relative movement between said first and second shaft is effected 
(fig. 4); a device to do at least one of, holding an annular implant (48) to said proximal 
ends of said arm; or adjust an annular implant for adjusting the circumference of said 
annular implant. 

Regarding Claim 15, Marin teaches the apparatus of claim 1, wherein at least 
one deflection device includes a plurality of struts (84), each of said struts having a 
proximal end (120) deflectably mounted to said distal end of said first shaft (62) and 
having a distal end deflectably mounted (118) to a corresponding one of said plurality of 
arms (82). 

Regarding Claim 16, Marin teaches the apparatus of claim 15, wherein said distal 
end (96) of each of said plurality of arms (82) is pivotably mounted to said distal end of 
said second shaft (80), wherein said proximal end (120) of each of said plurality of struts 
(84) is pivotably mounted to said first shaft (62); and wherein said distal end (118) of 
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said plurality of struts (84) is pivotably mounted to a corresponding one of said plurality 
of arms (fig. 4). 

Regarding Claim 22, Marin teaches the apparatus of claim 1, wherein the device 
to do at least one of holding an annular implant (48) to said proximal ends of said arms 
(82) or adjust an annular implant for adjusting a circumference of said annular implant 
includes a separate holding device and a separate adjustment device. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claim 2 is rejected under 35 U.S.C. 103(a) as being unpatentable over Brown in 

view of Glukhovsky et al. (US 6986738). 

Brown teaches all aspects of preceding dependent claim 1 , but fails to disclose wherein 
at least one sensor extending distally to said annular implant when an annular implant is 
mounted to said distal ends of said arms. Glukhovsky teaches a system for 
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maneuvering a device in vivo wherein a sensor (14) is located on the distal end of a 
device (12) inserted into the vasculature in order to enhance a practitioner's ability to 
safely and easily detect internal body features and occurrences with minimal intrusion 
(column 1, proximate lines 15-20). It would have been obvious to one of ordinary skill in 
the art at the time the invention was made to modify the distal end of Brown with a 
sensor as taught by Glukhovsky in order to enhance a practitioner's ability to safely and 
easily detect internal body features and occurrences with minimal intrusion. 

Claims 3-14 are rejected under 35 U.S.C. 103(a) as being unpatentable over the 
combination of Brown and Glukhovsky as applied to claims 1 and 2 above, and further 
as a matter of obvious design choice. Glukhovsky discloses wherein sensor (14) may 
detect in vivo conditions in body lumens, such as, temperature, pH or pressure, and 
transmit a signal using radio or wire connection (Column 4, proximate lines 7-20). Also, 
image sensors are used for the visual inspection of body lumens or cavities (column 1 , 
proximate lines 23-30), and further, the sensing device may be any suitable sensing 
device known in the art to perform these functions. Further it is well known in the art to 
add a radiopaque material to an intravascular device in order to use imaging techniques 
to view the device. It would therefore be obvious to one of ordinary skill in the art at the 
time the invention was made to modify the combination of Brown and Glukhovsky by 
employing the touchdown sensor of claims 3-10, the microswitch of claim 1 1 , the 
fiberoptic sensor of claim 12 or the electronic sensor of claims 13 and 14 in the position 
of sensor (14) as disclosed by Glukhovsky in order to measure different characteristics 
of the vessel wall and lumen. 
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Claims 17-19 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Brown in view of Mikus et al. (US 20020151967). 

Regarding the limitation of an outer third shaft, Brown teaches all limitations of 
claim 1 as previously described, but fails to disclose a third shaft having proximal and 
distal ends said first and second shafts being slidably received within said third shaft 
such that said plurality of arms and said means for deflecting said plurality of arms are 
enclosed within said distal end of said third shaft. It is well known in the art to provide a 
stent deployment system with an outer protective sheath in order to prevent abrasion 
between the stent and body wall as the device is directed through torturous body 
pathways. It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the device of Brown with an outer protective sheath or 
catheter in order to prevent abrasion between the stent and body wall as the device is 
directed through torturous body pathways. 

Regarding the limitation wherein a radially extending key and corresponding 
channel is present in the shafts, Brown teaches all aspects of claim 1 , but fails to 
disclose wherein one of the first and seconds shafts has a radially extending key and 
the other of said first and second shafts has a corresponding recess for receiving said 
key. Mikus teaches a stent delivery system wherein the sheath may be rotationally 
fixed relative to either the inner catheter or outer catheter tube, with, or example, a 
longitudinally oriented tongue and groove structure or spline and keyway structure 
mating the sheath to the outer catheter tube. It would have been obvious to one of 
ordinary skill in the art at the time the invention was made to modify the device of Brown 
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with a longitudinally oriented tongue and groove structure or spline and keyway 
structure mating the sheath to any of the shafts as taught by Mikus in order to inhibit 
rotational movement with respect to the shafts. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Natalie Pous whose telephone number is (571) 272- 
6140. The examiner can normally be reached on Monday-Friday 8:00am-5:30pm, off 
every 2nd Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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